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< Lo L :  ' ;. PRSI _
—é z/ . DEPARTMENT OF HEALTH & HUMAN SERVICES = = . Public Heatth Service . -

. Food and Drug Administration ‘

Rockville MD 20857
NDABIGE RURLE
. Advanced Care Products -
- Attention: Diane Herron | v
Dmctor,kegmatoryAffmrs =
" 691 Highway 1 - SO

~ North answwk, NJ 08902-0724

Dw Ms Hermn

Please refer to your June 30 1998 new drug apphcatton, NDA 20-968° for MONISTA‘I‘ DUAL- o
- PAX™, containing MONISTAT® (miconazole nitrate vaginal insert) Soft Gel Vaginal Insert; -~
~ 7 1200'mg, and MON[STA'I" (miconazole nitrate cream) External Vulvar Cream, 2%; received-
" June 30, 1998, submitted under section 505(b) of the Federal Food, Drug, and Cosmetxc Act
The User Fee goal date for this application is June 30, 1999

2 We acknowledge recelpt of you_r submnssnons and amendments da’ted:- . i

. Septernber 16, 1998 - March 30, 1999 June 2, 1999
-7 September 30; 1998 - April 19, 1999 . June7,1999
- October 8, 1998 ~April 27, 1999 June 9, 1999
. January 12, 1999 May 3, 1999 June 11, 1999
January 13;1999 - May4, 1999 (2) ~ June15, 1999
February 18,1999 - . ‘May7,1999 . June23,1999"
March 1,1999(2) - May18,1999 . - June?29, 199’9,
March 16, 1999 - R v o . =
. aswellwyour faxes dated August]] 1998 May 25 Junc 17 18; and 30 1999 =

“This new drug appl:canon prov:des for the use of MONISTAT‘D DUAL«PAK“" for the trcamlcnt :
. of vulvovagmal candxdmsts

. We have completed the review of this application, as amended, and we have concluded that
‘adequate information has been presented to demonstrate that the drug product is safe and
effective for use as recommended in the agreed upon Jabeling tex1. Accordingly, the application
is approvcd cﬁ'cctwc on thc date of this letter.

. Be advised that, as of Apnl l 1999, all appllcatlons for new active ingredients, new dosage
. forms; new mchcatlons new routes of admmxstratxon and new dosing regimens are rcqulrcd to




 NDA20-968
. Pa‘g¢2:* ’

3 contmn an assessmeut of the safety and eﬁ'ecnvm of thc ptoduct in pediatnc patients unless
this requiremeat is waived or deferred (63 FR 66632). We are waiving the pediatric study
 pequirement for this application, because the Agency believes adult clinical trial data can be
. extrapolated to demonstrate safety and effectiveness in postmmamhal gu'ls, and itis unhkely that
o p:emcnarchal g1rlswould ncedtomeﬂusmedwanon '

 In addition, we remmd you of 21 CFR 201 56 (b) wluch states that labelmg shall not bc
_‘ 'p:omouonn.l in tone. : _

1 The ﬁml pnnted labeling (FPL) must be ldenncal to the submmed dra.ﬁ Iabelmg (text for the -
- physician package iniscrt, text for the patient package insert, blister pack, immediate container of
' the cream, and carton labels submitted Junc 29, 1999, as amended by your fax of June 30, 1999). -
Marketing the product with FPL that is not identical to thc npproved labeling text may renider the -
product mlsbranded and an unapproved new drug ' v

' "'Pleasc submlt 20 ooplm of th FPL as soon as it is avaxlable in no case more than 30 days aftcr it -

~ is printed.. Please individually mount ten of the copies on hcavy-wclght paper or similar material.
- For administrative purposes; this submission should be dcsxgnated "FPL for approved NDA

20 968 " Approval of this submission by FDA is not required bcforc the labclmg is used.

E | Vahdan'on of the regulatory methods has not been complete_ti. Atthe prgsent tune, it is the policy
- of the Center not to withhold approval because the mcthods are being validated. Nevertheless,
we e)(pect your ¢ontinued cooperauon to resolvc any problems lhat may be 1dexmﬁed :

‘In addltnon please subnut three copies of the mtroductory prOmotlonal materials that' you propose

10 use for this product. All proposed materials should be submitted in draft or mock-up form, not T

final prinit; Please submit one copy to this Division and two coples of both the promonqnal
-matenals and thc package msert dxrcctly to:” :

L 'vaxsuon of Drug Markctmg, Advcmsmg, and Commumcatlons HFD 40
. Food and Drug Administration . Lo »
5600 Fishers Lane
Rockville, Maryland 20857

Please submit one market package of the drug product when it is available.

We remind you that you must comply with the rcquifcmcms for an approved NDA set forth
. under 21 CER 31480 and 514.81. :




. NDA20:968
. PageB

: lf you havc any quauons, pleasc contwt.
.+ Christina H. Chi, PhD.,
SRR RcsulatoryPrOJthwager ,
L ;5., . Phone: (301) 827-2127.

Division of Sj:ecml Pathogen and Immunologlc Drug Pmducs
Office of Drug Evaluation IV - -

- Center for Drug Evaluation and Rcsw.rch. ,

EAPPEARS THIS WAY ON ORIGINAL




~ CENTER FOR DRUG EVALUATION AND RESEARCH

~ APPLICATION NUMBER: 020968

" PRINTEDLABELING




'BEST POSSIBLE COPY =

T PHYSICIAN PACKAGE INSENT

MONISTAT DUAL-PAK"

{mon’ i stat doo! pack]
(miconazole nitrale vaginal insert) Soft Gel Vaginal insert, 1200 mg
and (miconazole nitrate cream) External Vulvar Cream, 2%

mew
. DESCRIPTION

~% - Gel Vaginal Inset is an off-white soft gelatin npsule
sl comammq the antifungal agem, miconazole nitrate, -

o - petrolatum base containing liquid paraffin, whtle

- MONISTATY (rmoonazole nitrate vagmal msen) Soft

- 1-[2,4-Dichioro-8-{(2 ¥-dichlorobenzyl) CNL
- axylphenethyl)-imidazole monontrate, 1200 myg, na

petrolatum, and lecithin.

~ MONISTAT® (mwonazole nitrale cream) Emmat R
Vulvar Cream'is a white 1o off-white oil-in-water
emulsion base that contalns miconazole nilrale, .

- 1-|2,4-Dichloro-8-[(2 4-dichlorobenzyl) . .
" oxy)phenethyi]-imidazole monontirate, 2%, putified:

~ waler, propylene glyco), steary! aloohol, cetyl alcohol,
polysorbate 60, lsopm?l myristate, benzmc acld, .

" Miconazole Nilrate

- and polassium hydroxide

" CLINICAL PHARMACOLOGY

= ~ Following intravaginal @dminisiration ol asingle MONISTAT“ Soﬂ Gel Vagmal Insed in 10 heatthy

- {emales, plasma miconazole concentrations were detectable al 4 hours and peaked al 12-24 hours,

B - with an average Tmax at 18.4 hours. The mean (range) plastmia miconazole concentrations al 24,
- 48, 72, and 96 hours are summarized in the. 1ollowmg 1ab|e e

" Hours Post-Dose 24 Cow ._75'._. ] TS
- Mean Conc (ng/mL) - 922 . 45V 295 134
Range oo - 4.53=16.78 125-1006 057778 . .0:29-6.31

-




~ . "AUC 0-96 was 477.3 (244.8-774.8) ngetumL. These resuls demonstrated thal overall systemic . -
7 axposure 10 miconazole nirate is similar between MONISTAT™ 3 (miconazole nitrate 4%) Vaginal -
57 Creatn and MONISTAT® Soft Gel Vaginal insert.. - IR S :
e Microblology o o . PR Deenc
" Mechanism of Action: Miconazole nitrate inhibits the blosymhesis of ergosierol, an essentlal
" “component of the fungal cell wall. Miconazole nitrate has also been shown to Interact withthe
<~ symhesls of triglycerides and falty acids, and to inhidit fungal oxidative and peroxidase enzymes. -
“ " Invitro'and fn vivo activity: /n vitro miconazole nirate is active against a variety of yeasts and -
“ - moutds: Miconazole nidrate has demansirated /n vitro and- in wvo activity against susceplible
.- strains of Candida albicans and the dermatophytes including Trichophyton spp., Microsporum spp.. -
.- and Epidermophytonspp. .-~ B e S PRI PSR ,
7 Susceptibliity testing: Miconazole nfirate suscepliblity testing has been performed using - . -
L1 numerous testing methods. Minor modifications to laboratory test conditions can alterthe
- minimum Inhibhory conceniration (MIC) for azole antifungals. In one sludy where the National
. ~Committes for Clinical Laboratory Standards (NCCLE) antifungal suscaptibilty testing
. methodology M27-T was employed, 177 Candida isolales obtained from 50 patients with recurrent
~ - wulvovagina) candidiasis were tested: Most strains of Candida albicans exhibited miconazole MICs
-+ o <0.01 js/mL.* Breakpoints lo determine whether clinical isolates of Gandida albicans or othet -
* Candida spp. are susceptible or rasistan) 1o miconazole nitrate have not been established using (e
w7 Natlonal Committee for Clinical Laboratory Standards (NCCLS) antifungal susceptibility testing - -
7. methodology M27-A2 U e TR e e T e
" Data from clinical solales have shown that the more common non-albicans strains ol Candida
" producing vutvovaginal candidiasis have substanially higher MICs for the antifungal azoles,

The aveiage (range) peak plasma concehtration, Cmax, was 10.71 (5.78-18.33) ng/mL while the

. BESTPOSSIBLE COPY

ONISN24SIQ 340338 NOLLHOd SHL JAOW3Y

including miconazole, than C. albicans strains, suggesting that these pathogens may be more- . - -

~ditficult to treat. Howaver, the relevance of miconazole in vilro susce plibllity data to clinical -~
- outcome remains 1o be dafined. ' S RO i

“Resistance: In vitro stisdies have shown that some Candida stralns that demonsirate reduced

-susceptibitity to one antifungal a2ole may also exhibit reduced susceptibility to other azole

| i compounds, inchuding miconazole. Clinical cases have showri that £andlda albicans sirains can
“ - develop antltungal azole resistance. Cross-resistance belween azole compounds has been. -
- observed. The finding of cross-resistance is dependent upon 3 humber of factors including the
- species evaluated, Ns clinical history, the particular azole compounds compared and the type of . -
- susceplibllity test that is performed. The exact mechanism of action producing azole resistance .
Lol and c;oss-mlstance 10 oftier antilungal azoles, including miconazole; is not fully understood at
S thistime, e DESEEEN T o
o INDICATIONS AND USAGE - L T e :
7+ MONISTAT® (miconazole nitrate vaginal insert) Soll Gel Vaginal Insert: One MONISTATS Soft Gel-. -
- Vaginat Insert is mdicated for the topical treatment of vulvovaginal candidiasis (monlliasis). As.

MONISTAT® is eHectiva anly for candital vulvovaginitls, ihe diagnosis should be confirmed by KOH

" smieat and/or cullures. Other pathogens canimonly associated with vulvavaginitis ( Trichomonas

“vaginalis and Haemophilus vaginalis) should be rulsd out by appropriate laboralory methods.

" MONISTAT® (miconarole nitrale cream) External Vulvar Cream: MONISTAT® External Vulvar Gream

Is Indicated for the refief of external vulvar ftching and irritation associated with a yeast infection,

- CONTRAINDICATIONS -

Patients known to be hypersensitive 10 miconazole niirale or any componer of the vaginal in§en or

- eXtemal vulvar cream: There is fimited information regarding cross-hypersensitivity betwean

miconazole and other azole antilungal agents.- Caution should be used in prescribing MONISTAT
DUAL-PAK™ ta patients with hypersensitivity 10 other azoles.

WARNINGS

- "The base conlained In the vaginal inser and the extemnal vulvar creamn may interact with certain latex
" produects, such as those used in vaginal contraceptive diaphragms or condoms. Thergtore, condoms. - -
~and diaphragms should not be relied upon 10 prevem sexually transmilled diseases or pregnancy -
“until 3 days after ast use of 1he vaginal insert and the external vulvar cream. o
» " Tampons, douches or spenicides may, remove the prodict from the vigina. Therefore, use of:
‘o tatnpons, douches or sparmicldes shoutd not be resumed umtil 7 days after fast use of the vaginal .
T inseft and external vaginal cream. ' S e o
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General: Discontinve drug If sensitization or urrla\son B teponed dunno use.

R c:rr'cmogeneﬂs Studies to determine lhowunogenic potenﬂalot nucomzole ullmehavenot bcon 3
S D ormed

ww Micanazolé ntrale was nol genoloxlc vmen ls(ud in vnm lor lnductlon of mlcrob\al polm
Ams test) or in vivofor dominant lethal mutation in mouss germ cells of structural

N chromosnme abesralions In mousa or rat bone marrow cells following high oral or knmpeﬂlonul doses

- (equivalent 1o a human doss of 52 mg/kg based on body Surface area conversions).

" tmpairment of Fenthlity: No impairment of fertility occurred when female rals were admm&erkd v
miconazole hitrate orally a dosns euumlenl 10 a human dose of 53 mglkg/day bsed on body surface

area conversions... - .

"~ Pregnanty: Pregnancy c:tegory € ' i ‘ ' e

There are no adequale and well-controlled swdles of MONISTA‘F' DUAL-PAK"‘ ln pugnanl women.’

_“imravagina!l administralion of miconazole nitrate in rabbits 1 hour prior 1o maling did nol aftect

- reproductive periormancs or the ofispring of these dams. Miconaole crosses the placenla and: -

i producas maternal and fetotoxicity when admlnlstmd orally 0 rals and rabbits. Decreased {ood- -

" consumption and decreased pup survival were cbserved in rals and rabbits al or above doses -
- equivalent to oral human doses of 13 mg/kg/day (rats) or 26 mg/kg/day (rabbits) based on body

- surface area conversions. Oral administration of mu:onazola mtrale s been rnponed to produce

prolonged gestation in rats bt nol rabbits. .-

Nursing Mothers: H is not known whethet miconazole nhrate is excmcd in human milk, Because many

L drugs are excreled in human milk, caution shou\d be exerc!scd when m»conazole nlu'ale Is admlnlstered

to a nursing woman.

Pediairic Use: Tha salety and emcacy ol MONOSTAP‘ DUALPAK"‘ Inihe lrutment of mlvovaglnal
candidiasis in post-menarchal fermales have been esiablished based on the extrapoiation of clinical mal
data from adult women. When a post-fnenarchal adolescent presents 1o a health professional whh
vulvovaginal symploms; a careful evaluation for sexually transmitied diseases and-other risk 1ae|orstor
vulvovagina! candidiasis should be considered. The salety and eﬂmw of MONISTAT" DUAL-PAK™ in
pre-menarchal {females have not bieen establishied. -

-+ Geriatrte Use: Clinical studies of MONISTATS DUAL: PAK'“ did not lnclude suﬁucxenl numbers of:

subjects aged 65 and over 0] delermma whethe: lhey respond dmeremfy 1rom younger subjects.
ADVERSE REACTIONS:

In conitrolled clinical studies, 272 patients with vulvovagmal candomass were treated with MONISTA\Te
" DUAL-PAK™, MONISTAT* DUAL-PAK™ reactions most lrequenlry mvolved the genilal area:
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, i ;
 Drug-Related Adverse Reactions (Irequency 2 1%) in Clinical Studies !
AT P : * Treatment Group. S :
e I  MONISTAT® - = MONISTATs7: ~ | !
 AdverseExperience - | DUAL-PAK™  ~  VaginalCream - | |
B IR R R S (Ns272) (N=265). - -~ |
R U J L % :
| Genilat Reprodactive System D | 1
| Burning, lemale genitalia - 48 HREIR]: e 49 R | E X
iritation, femalegentalia ~ | 3 b 12029 SRR ) R IR
- Pruritus, external female genitalia -7 32 12 gy e :
Discharge, fenvals genitalia - o  RETEE R B R R R e
- Edema, female genitalia - - S I RURE (AN FRRNEEE U< EN S BRSO (S
~ Pain, female genltalia - o CQEE RRES PRSI S RSN FERER S B
-Gastroinfestinal Systom - - | SERTAEN R D \
: CIamps. Gl S e L S S L 2 S S 0 N 0 t
Mausea oo oo 08 ot b0 o 0 :
S Nervous System SACIEIEN S ’ : i S
| Weadache - e v | N | .
- MONISTAT™ DUAL-PAK™ @rug-related agverse events with a frequency <1% In clinical trials included: '
“ - genital erythema, vaginal tenderness, dysuria. allergic reaction, dry-mouth, flalulence, perianal burning, -
~ palvic cramping, rash, urticaria, skin irritation, periorbital edemia, and conjunctival pruritus.. . .- :
" The druj-related adverse event dropout rale was 1% in the MONISTAT® DUAL-PAK™1reatment group: )
"-and 2% in the comparator arm. The adverse experiences mosi frequently causing Study - - - {
- discontinuation were vulvovaginal burning and irritation for bath tha MONISTAT® DUAL-PAK™ and - !
- the comparator agent. - ST e :
OVEROOSAGE: = S S |
. -Overdosage of micanazole niteate in humans has nol baen reported (o date. In-mice. rats, guinea pigs, :

. gg«: do&i the oral mininum lethal dase values were equivalent to orat human doses between 26 and
" DOSAGE AND ADMINISTRATION - EER NN -
. MONISTAT® Soft Gé) Vaginal inseri: One insert (miconazole nitrate, 1200 mo) is inserted intravaginally
‘. once at bedlime. Before prescribing another courss of lherapy, the diagnosis should be reconfirmed by
- smears and/or cullures o rule out other pathogens. TR S o
" MONISTAT® External Vulvar Cream: Sufficient external vulvar cream sho uld be-applied to cover affected
. areas twice dally (morning and evening) for up to 7 days as needed, o :
.~ MONISTAT® DUAL-PAK™ includes the foliowing two components. - R S
~ MONISTAT* (nviconazole nirate vaginal inserl) Soft Ge! Vaginal Insert, 1200 mg, is available as 333 g
(weight of one insen) elltptically shaped off-white vaginal Insert packaged in a blister pack accompanled
~ by avaginal applicalor. . . : : ,
MONISTAT® (rﬁiconaZole nifrate cream) External Vuivar Cream, 2%, is supplied ina 9 9 blind-end tube.
- linportant lnformation: Store at 25°C (77°F); excursions permitted to 15-30°C (59-86°F) [see USP
Controlled Room Temperature]. Avoid heat over 30°C (86°F). Avoid high humidity. - -
- See end of carton for the lol number and expiration date. - - P
» REFERENCES - s

1, Lynchel. al., 1996, Role of Antilungal DrU’g‘IResisianc'e" in the Pathogenesis of

Recurrent Vulvovaginal Candidiasis. J. Med. Vet: Mycology 34:337-339.
= - “2. National Committee for Clinical Laboralory Standards, 1997. Relerence Method
: '5‘ " lor Broth Dilution Antifungal Susceptibility Testing of Yeasts. Approved Standard
' i | -M27-A NCCLS; Wayne PA.. : ca
€@ | Dislributed by: Personal Products Compan .
Lo ] Division of cNeiLPPC;lnc.,skinmn.lf.losssa-Sc!Aa
© McNeit-PPC, Inc. 1999 MADE INUSA.

* Coverer 1nder nalent humber 5.514 698 . e X'stXX‘xki-x,
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" PATIENT PACKAGE INSERT

BARCODE

MONISTAT DUAL-PAK |
[mon’ if stal dool pack]

(miconazole nitrate vaginal insert) Sofl Gel Vaginal Insent, 1200 mg
and (miconazole nitrate cream) External Vulvar Cream, 2%

Forprescription wseonly

What Is the MONISTAT® DUAL:-PAK™? it R

The MONISTATS DUAL:PAK™ & medicine to treal vaginal yeast infechons and relieve iching and
wrilation of the skin outside the vagina (vulva) il Is associated wilh a yeast intecbon. T

Trie MONISTAT® DUAL- PAK™ contains two types of medicines lo Ureal vaginal yeas\ infections:

1.-one Sot-Gel Vaginal lnser Hiat you pirt mside your vagin using the applicator

2. the Exterial Vuivar Cream thatis used on the skin outside the vagina

Who should not use the MONISTAT® DUAL-PAK'™?

You shoukd nt vse the MONISTAT® DUAL-PAK™ it you are allergic 10 the dctive ingredient
miconazole nitrale or any of the inactive ingredients in the fedicine. (See ACTIVE INGREDIENTand . -
INACTIVE INGREDIENTS.) TR : Lo
Whal is a vagimal yeas! infection (Candidimsi)? © ¥ |

A vaginal yeas infection is a common condition caused by an overgrowth of yeast (Candida) that may
normalty tive in (he vagina. Your health professional may call this infection *monilia” or “candidiasis.” - - -
Some women may have 2 ysas| hleaimmmskiﬂm:tsidemvaok\aalmgm time thal they have- .

the vaginalintection, - . = - - o
Who can ge! avaginal yesst infection? - o o

.. ANy woman can gel a vaginal yeas! infection. Il & fhost common during the childbearing years. -
Women who are pregnant or diabeti, taking ntibiotics, birth control pitls of steroids, or who havea -
weakened immune system, e move fikely 1o gel repeated yeast infections that may nol easily Clear up
with propes ireatment.- v S E - ) :
Some medical condiions can weaken the body's nonral sbility 10 fight infection. One of e most
serious of these conditions is inlection with the human immunodeficiency virus (HIV - the virus thal
causes AIDS). The HIV virus causes the body to be more Skely to get infections, including vaginal yeast
infections thal may not easily clear up with proper-(reatment. i you may have been exposed to HIV and
get repeated vaginal yeast infections, see your health professional right away. For morg information on

HIV infection, please contact your health protessional or the Centers for Disease Control and Prevention

{COC) National AIDS HOTLINE. The CDC phone numbers we: 1-800-342-A1DS (English),
- 1-B00-344-7432 (Spanish), or 1-800-243-7889 (hearing impaired, TOD).
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mmthumnmd u:gmlymtdedm' o : :
‘mwmammmMMmmmamdhmwm L
mdsawgehlmaybemm mlumwlnlecomgcdm :

" vaginal soreness, imalon of burning:
*:‘-onshunemmmmeshnwtsidemevagm
» burning on urimon” :

- vvnmmslhumsdonotcausew abdotmnl n, uiwmdimmmldism nyou
. mm&swnplmywshouwwywmmudw‘ghumy .

Ywhdhnd&lmlanhmmay&ﬂndeﬁmbymhnhmywwmand\ookngata L
.'mmdmomwhunmvagmmrammsm R v

o - Are vagisal yeast inlactions sexually trassmiied? -

o Yasﬂmechusuensmnynmspmdbymﬂgngmmm(sex) mm nyourmmmgets
: arashorbegutslolmnhssgum:manermmsemlmnwvnmyw he should contact his P
- heaith prolessiona {o find out the cause of his symploms: He should tell the health professional thatyou -
rmltylrealedywmnvammeMONISTAr‘DuAL- PAKMouvagma!yusmteamn = e

Wiy do wometi get repesied vaginal yeast infedions? -

Women may get repealed vaginal yeast infactions that do not darup asufy woth pmper mlment
Ls&dbebwmsmmuuwmamtedyusmlm

" -« hormonal changes occuMTing a few days belore the monm penod
+ use of antibioties s .
~ & use of some bitth control pllls '

* pregnancy-

»diabeles {“sugar" of “high blood sugar")

"« clthing » wearing many tightfayers of monstclommg inthe mﬂ’ wea

« weakehed immune Syslem - some drugs (Such as chemotherapy for cancer beatment of smmds)
and medical conditions can weaken the body's niormal ability to fight infection. One of the moslsmws
of these conditions is infection with the human immunodeficiency virus (HIV- the virus Uil causes - -
" MDS) lm with HIV causes the puson lo be move likely o gel inlections, including vaginal -

: yeastin

o you gel repealed vaginal yéast mledms (such as once a month o1 3 in 6 months) you should talk
- toyour heath professional.

" How can I help prevem repealed vaguul yeast i mlecuons? :
" To lower your chances of getting another yeast infecton:
"~ wlry lo keep the genital area cool and dry. Yeast grow weli in warm, moist areas.
" The following suggestions may be helpful: -
(1) Wear cotion underwear and loose-fitting clothes.
* (2) Chiange out of damip clothes or a wel bathing suit as soon a5 possible.
- (3} H you use minipads when you are not havmg amensuual period, dnngc
the minipads often. -

e e e e e m e e e e o e e = — e L e le el e - — -
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‘ota&vﬂhyurbulhmml thulﬂ:prdasunlmymdlouywtomauwrem v
i; ywdonolhveoﬂumedﬂwﬁlnsaﬂas&bﬁesmmw“mm

L :_‘:_»'mmlcmdmnw : G
- .'5Vma=uMONISTA1*DmL-mldwesasmgbdosevagmlmn.mwlmdonolw
" complete relief of thair symptoms in just 1 day. The majority of worien experience compiste refis! of

- symploms withn 7 days. While you are Waiting for the infecon toclear, the exerral vuhar crear can o
- be usad to oothe and relieve the iLching and irTitation outside e vagina. H your :/mplomsdonot

L improvein 3, aliywswluvesymplumafuﬂdays.dywhullwmmwl
S ‘,,_jamlmmmonsmoow&vm;mmmamnm ' R
L VG#MON!STA’PDUAL PAK™ can be uséd during yous imenstrual period: luhct manywomen get

yeast irdacons jusi before thelr period because of t\ormomldwws. Using the MONISTAT® .

IR DM—PM'dwmywwnduﬂlnonmwmmsme&umm Do nol tsa mpons while

- using his medicine, mmmzymewmdmmwommwmw
; dnodoranl—tee sanitary naplins or pads instead and change them vnen

 Canluse other vagival products wih the MONISTATS DUAL-PAK™?
" The MONISTAT: DLIAL® PAKS shoukd ol bé used wih ot vaginal Droducts.

o -Doud\eswtamponsw\a remove some cf the medicine from the vagina. Donotusedoudmand
", tampons for 7 days after wngmeMONISTAT* DUAL- PAX™ medicines. -

< Spertnicides may inriere with e medicines. oomusaspenmmmmysmamm
" MONISTAT® DUAL- PAK™ medicines.

'~0u|domsmddnm:gmnu bedamagedbymemedmwmaymlptmlprmncyam
, mnwmm\eddm(sms)Domrdymmunsudndmmsloptmtsmsor ,
pregnancy for 3 days after you have finished tmgmeMONISTAW DUAL PAK"" medmes :

o How can | gel the best resulls when treating my infection? = -
- » Use the MONISTAT* DUAL- PAK™ medicines as direcled by your hezllh professional.

T Drythe genital area thoroughly after a shawer, bath, or swim, crnnge oul of a we! bathing suit o

- dampclothes & S00n as possible. Adwmbhsuke!ylohad(ommmmwvolyeast o

e Wear collon undarwear and loose-fitting dlothes.
. v"?-W‘opekomtmllommerzbowelmwanemaanewrmhon : B
" e 00 nol douche urtless your heallh professional lells you lo do so, bmusedwdmgmaymshme L

- medicine outef the vagina..
e Do nol use tampons, becaiise they may remove some of the medicine from mevagma
e Use deodorani-free sanitory napkins of pads as heeded.
"+ Do notuse spenmicides. as tey may inlerfere with the MONISTATE DUAL- PAX™ medicines.
~« Donol have vaginal intercourse (sex) while using he MONISTAT® DUAL- PAK™ medicines.
« Do ol scralch the skin outade the ngma Scratching can cause more mlauon and-canspread

o teinfection.-

e o i you have any other medml quasuons or concefns aboul vagmal yust infections, call your
i hegth professional. :

--,v...____.__.‘-_.__-_____.____.__-_-—--—-—-—----—----—-
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Wht wamings shosld Im aboul when usiag the MOMSW‘ DUAL-PAK“I ,
Do nol use the MONISTAT® DUAL-PAK™ ft you are tllergic lo the active ingredient mcomou nitrate o
any of U inactive ingredients in the medicive. (ses ACTIVE INGREDIENT and INACTIVE MRED!ENTS)
For veginal use oaly, Do ol (ake by mouth or use i eyes.
i you develop hives' or a skin mh while using un medlcu discontinte e ud nu yom
bealth prolexsi - -
When using this ptoduﬂ ' i ' o
« Do not rely upon condorms or daplngns towmlwwumnhddm(sms) otum

- for 3 days afier you have finished using the medbm WMOMSTAI" DUAL- PAK™ metfnms may

. damage diaphragms or Condoms. -
+ Do not use mpons, douches, uspermudsuowvagmlpmwwloﬂda)s aﬂuyoutnvel‘nsned _

- using the medicines,
= Do not have vagimal intercourse (scx)
Call your heaRh professional - - -
« Symptoms do not gel bafier after 3 days.

» Symptoms ksl more than 7 days.
» You get rash, abdominal pain; fevel; chils, nauses; vom!nnq. orioul-smelbnq ﬂlsdmge
These may besagns that this redicine is ot working. oryou may have amors serious cwrﬁuma an
2llergic reaction. - : ,
W you att pregnard.of breasi-feeding, ask a haalth proissaotﬂ bdore e, '
Keép oul of reach of children. i swallowed, gel medical help of contact @ Pocson Control Cemu nght away.
What side eNects may oceur with tke MONISTAT® DUAL-PAI™?
Amild increase in vagmal buming, itching, or- ¥ritation may ocow when the MONISTAT® DUAL- PAX™
medicines are
Call your health ptolmwnal it you have abdomirial pam. ruves skin nsh. orl yuu have severe vagmal
burming, itching, irritation o swelling.-
Whal should | do I | have 3 question aboul the MON(STAT' DUAL-PAR™? o ' :
it you have any medical questions; call your health professional, ff you have any other qumousorneed mors j e
information on this product, call ow TOLL-FREE NUMBER, 1-877-MONISTAT. The answer line is statfed by . -
regisiered nurses between 8:00 a.m. and 5:00 p.m. EzstemTtme Monday hrough Friday. ARtes business.
hours; our automaled response system can provide helphul mlommon and answer mary of your questions. ;. :.
ACTIVE INGREDIENT ; g
MONISTAT* (m;conazole nitrate vaginal insert) Sof Gel Vaginat insert - miconazole nitrate, 1200 mg
MONISTAT® (rniconazole nitrale cream) Extemal Vutvar Cream - mu;onuo\e nitrate, 2%
INACTIVE INGREDIENTS

MONISTAT* (miconazole nitrate vaginal insert) Sof Gel Vagmal Inseri - gehun giyoenn leulhm mineral oil.
titanium dioxide, white petrolalum -

MONISTAT® (miconazote nilrate cream ) External Vulvar Cream — purffied wale, propytens ghycol, suearyi
alcohol, polysorhate 60, isopropyl mynstate benzoic acid, and potassium hydronde

STORAGE

Sore at 25°C (77%); excursions permitted to 15-30°C (59-85°F ) [see USP Conbolied Room Temperature);
Avoid heat over 30°C (86°F). Avaid high humidity.

Soe end of carton for the lot number and axpiration date:
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L How should I use the MONISW‘ DUAL-PAK"?
o use the MONISTAT® ‘Soft Gel Vaginal Insert
Bagin ireatment betore oomg to bed: - ’

1. Separats the paper backing’ from the blister pack by
peelmg back the eovertmm me corner (FlG 1) B

PAPER ’BAcKwGl L

2. Ptace the Soft Gel Vagmal nser ﬂrmly info the opot. g
the applucaior sortwult nol 1a|( oul (FIG 2) L

2.  :“_§:.~ — ) g

SOFTGEL [,
VAGINAL —
INSERT

__ APPLICATOR
BARREL

— PLUNGER
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©73. Hold the apphcator containing the So Gal -~~~
L Vaginal Insert by the barrel 3
"+ 4. Gently inseri the applicator info the vagina as
- far back as it will go comfortably. Thiscanbe
= done while iing on your back with your
" knees bent (FIG. 3). You can also do this R
" while standing with your faet spread afew. . - |
.~ inches.apart and your knees bent,
5. Push in the pluniger 1o place the Soft Gel.:
~ Vaginal Insert as far back in the vagma
"L as possible. - '
6. Remove lheapphcalor (rom the vagma 5
21 7. Lie down as soon'as possible atter inserﬁng e o
| “ - the Solt Gel Vaginal Insert. Thlswﬂl REEE Bt
B B RHEEI R reduce'eame R oo RECTUM: ‘ R RO

VAGINA - CERVIX

Ce To pvolect your clotmng you may want to use =
-+ deodorant-iree minipads or panty shields while you are using the MONISTAT" SOH Gel Vaginai Inser. Thls 1s g
- because the Soft Gel Vaginal Insert can leak and/or you may see some discharge. Do nnl use larnpons '

f; Throw away the appﬁcalOr after use: Do not flush it down the lmlet

. Touse the MONISTAT® Extemal Vulvar Cream : SR
R Use the cream tw:ce danly. for up !o 7 days as needed or as d:rected by your health orotesssonal

1 1. Open lhetubebyunscrewmg the cap. The hrst SR
" - time the tube is opened, press the sharp pointof . -
' the cap into the sealed end of the tube. Push .
- - down firmly until the sedl Is open (FIG. 4). c
{2, Squeeza a small amount of cream onto your -
1 fingertip. _
-+ 3: Genlly apply the cream onlo ‘the skin outside
- the vagina (vulva) that ftches and isiritated.
- 4 Screw the cap back on the tube:
- 5. Repeat steps 1-4 each morning and al bedtime :
for up 10 7 days as needed, or as directed by your ’
physician.

 Distributed by: Personal Products Company :
- Division of McNeil-PPC, Inc., Skiltman, NJ08558-9148
1~ @ McNeil-PPC. Inc. 1999 MADE IN USA

: ‘ - - Covered under patent number 5,514,698
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EXTERNAL VULVAR CREAM
MlCONAZOLE NITRATE EXTERNAL VULVAR cnem 2%

'RELIEVES EXTERNA :
1! C & IRAIMATION ASSOC!A v
WITH A YEAST INFECTION -

“Net Wt 0.320z. (9 grams)
it FOR EXTERNAL VUWAH USE DNLY DO NOT. TAKE BY. MOUTH OR .

! USE IN EVES. WWTOFWOFCWLDHG! Iolmus!uo.
tead the enciosed brochate for DIRECTIONS and WARNINBS :
TAMPER RESISTANTFEMURE. SEALOVERTUBE OPENING DREIH R
v WIFSEN.NASBMPWCTUREDORWBOSSEDDESIGNT TR

U IS NOT VISIBLE. Y0 OPEN: USE CAP TO PUNCTURE SEAL: -
ACTIVE tNGREDIENT: miconazole nitrate 2%

Soe end of tube for lot numbar and expiration date.”
i Store st room lempersturs 15° to 38°C (59
te 86°F). Avold heat (over 30°C ot 86-F)
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L : S d inserl. Unless otherwise
o i .o+ - insiructed by physician, dispense prescription with Patient Package
o i ST insert only, Remove Physician Package Insert at perforation. -~ . "
e ._ Pharmacist: Place prescription iabel here.
i .., 1 [N _
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